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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

[FDA 225-98-4001]

Memorandum of Understanding Between the Food and Drug Administration and

States of Iowa

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is providing notice of a memorandum of

understanding (MOU) between the FDA and the State of Iowa Department of Public Health. The

purpose of the MOU is to establish policies, procedures, and responsibilities for the billing and

collection of mammography facility inspection fees under the Mammography Quality Standards

Act.

DATES: The agreement became effective July 14, 1998.

FOR FURTHER INFORMATION CONTACT: Lireka P. Joseph, Center for Devices and Radiological

Health (HFZ-200), Food and Drug Administration, 2094 Gaither Rd., Gaithersburg, MD 20850,

301-443-2845.
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SUPPLEMENTARY INFORMATION: In accordance with 21 CFR 20. 108(c), which states that all

written agreements and MOU’s between FDA and others shall be published in the Federal

Register, the agency is publishing notice of this MOU.

Dated: June 4 .L999

L/z&i._b’f-
Williarn K. Hubbard
Associate Commissioner for
Policy Coordination

[INSERT MOU HERE]

[FR Dec. 99--???? Filed ??-??-99; 8:45 am]

BILLING CODE 4160-01-F
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July 8, 1998

RE:

MEMORANDUM OF UNDERSTANDING

BETWEEN

STATE OF IOWA
DEPARTMENT OF PUBLIC HEALTH

BUREAU OF RADIOLOGICAL HEALTH

AND

U.S. FOOD AND DRUG ADMINISTRATION
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

OFFICE OF HEALTH AND INDUSTRY PROGRAMS

BILLING AND COLLECTION OF MAMMOGRAPHY QUALITY
STANDARDS ACT (MQSA) MAMMOGRAPHY FACILITY
INSPECTION FEES IN STATES PARTICIPATING IN THE U.S.
FOOD AND DRUG ADMINISTRATION’S MQSA STATES AS
CERTIFIERS DEMONSTRATION PROJECT

Control No. J’d$ .qg-@oo/
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MEMORANDUM OF UNDERSTANDING

BETWEEN

STATE OF IOWA
DEPARTMENT OF PUBLIC HEALTH

BUREAU OF RADIOLOGICAL HEALTH

AND

U.S. FOOD AND DRUG ADMINISTIU4TION
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

OFFICE OF HEALTH AND INDUSTRY PROGRAMS

1. PURPOSE:

This Memorandum of Understanding (MOLJ) establishes policies, procedures, and
responsibilities for the billing and collection of Mammography Quality Standards Act
(MQSA) mammography facility inspection fees while the State of Iowa is participating in
the Food and Drug Administration’s (FDA) MQSA States as Certifiers Demonstration
Project. The Demonstration Project is for one year, but maybe renewable for a second
year by mutual agreement.

II. BACKGROUND:

This MOU has been developed because of the need to bill and collect annual
mammography facility inspection fees according to provisions contained in the MQSA
while the State of Iowa is participating in the demonstration project. The State of Iowa
voluntarily applied and agreed to participate in this demonstration project.

Each agency recognizes that this MOU documents a working relationship. It does not
infer any contractual obligations nor assumption of liability by one agency for any action,.
of the other agency.

It is understood that each agency continues to exercise its respective jurisdictional
authority, and that the cooperation extended to the other agency does not transfer any
jurisdictional authorities.

The MQSA constrains the disposition of inspectional fees collected under section
(r). Subparagraph (r)(l)(B)(i) provides that fees collected from facilities to cover
the costs of inspections “shall be deposited as an offsetting collection of the
appropriations for the Department of Health and Human Services (DHHS) as
provided in appropriations Acts and shall remain available without fiscal
limitation.” This language requires the inspectional entity, whether the FDA, a
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State under contract, or a certifying State, to deposit funds col!ected tlom facilities
for inspections into a DHHS account. All inspection funds collected under this
MOU will be deposited into the DHHS account initially, then apportioned .
between FDA and the State according to the inspection costs of each.

III. SUBSTANCE OF AGREEMENT:

1. The State of Iowa will provide the FDA, within five business days, the resuhs of alI

annual MQSA inspections and MQSA follow-up inspections conducted by the State
during the demonstration project. Based on this informatio~ the FDA will mail a bilI
to the inspected mammography facilities to cwer the costs of the annual inspections.
The bill will set forth the type of inspection conducted (annual or follow-up), the fee
to be paid, and the date payment is due (30 days afler billing date). Inspection fees
will be billed to and collected from the party that operates the facility. If the facility
is owned or controlled by an entity other than the operator, it is up to the oWner and
the operator to establish, through contractor otherwise, how the costs of facility
inspections will be paid.

If full payment is not received by the due date, a second bill will be sent At that
time, interest will begin to accrue at the prevailing rate set by the Depmtment of the
Treasury (currently, the prevailing rate is 14.00 percent), a 6.00 percent late payment

penalty will be assessed in accordance with 45 CFR 30.13, and a $20 administmtive
fee wilI be assessed for each 30-day period that a balance remains due. If payment is
not received within 30 days of a third and final bill, FDA may initiate action to collect
unpaid balances (with interest and penalties), including the use of collection agencies
and reporting of delinquencies to commercial credit reporting agencies.

2. The fees for annual MQSA mammography facility inspections have been determined
by the fees set by the State of Iowa. The total fee billed to the facility for each annual
MQSA inspection during the demonstration project will be the State f6e of $850 for
the first unit and $300 for each additiona! unit plus $509; thus, the total fix will be

$1359 plus $300 for ~ach additional unit. The FDA will retain the $509 from each
annual MQSA inspe~tion fee for mammography facility inspection-related services
provided to the State of Iowa. The types of services that will be provided by the FDA
are as fo11OWS:

c Billing facilities for fees due for annual inspections.
● Collecting facility payments.
. Training and certification of inspectors.
● Development of instrument calibration procedures and calibration of instruments

used in the inspections.
● Supplying, repairing, and replacing inspection equipment.
● Design, programming, and maintenance of inspection data systems.
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● Administrative support attributable to facility inspections.

3. The FDA will pay the State of Iowa $850 for the first unit and $300 for each

additional unit for each annual MQSA inspection fee collected from non-
governmental entity mammography facilities for inspections conducted by the State
during the demonstration project. The Stite of Iowa will be paid monthly beginning
approximately 60 days tier receipt of the first inspection record file horn Iowa. This
monthly payment amount will be based upon the actual amount collected from
mammography facilities from tie previous month as opposed to the number of
inspections conducted during that period. That is, the Smte of Iowa wiIl receive $850
for the first unit and $300 for each addition~ ~it for each annual MQSA inspection
fee which is collected in W] by the FDA dfing each monfi theState is participating
in the demonstration project. payment will be made electronically. The data
contained in the attached Automated cle~ngho~ (ACH) information sheet will be
utilized by the FDA to pay the sate of Iowa for annual MQSA inspections and
MQSA follow-up inspections conducted during the demonstration project. ”

4. Under the MQSA, all certified m~ography facilities ex~pt governmental entities
are subject to the payment of inspection fees. During the period of time the State of
Iowa is participating in the demo~tration project, fie FDA will not pay the State of
Iowa, under this M(XJ, for annual MQSA inspections of mammography facilities
which are government entities. FDA will reimburse the State of Iowa for annuid
MQSA inspections of facilities which are governmental entities through a
modification of the MQSA inspection contract between the FDA and the State of
Iowa entered into on February 1, 1998. me con~ct will be extended to cover one
year from the effkctive date of the demo~~tion project. Should the State cease
participating in, or be terminated from, the demonstration projec~ an MQSA
inspection contract may be re-negotiated.

Iv. DEFINITION:

1. Governmental Entity
i

A “governmental e~tity” is a mammography facility subject to the MQSA
inspection that meets all of the following criteria.

The entire salary of all on-site perso~el of the mammography facility is directly paid
by a federal dep~ment, state, district, territory, possession, federally-recognized
Indian tribe, city, county, town, village, m~icipal corporation or similar political
organization or subpart thereof, the building, office, or other space occupied by the
mammography facility is owned by, rented by, or Iemed to a federal department,
state, district, territory, possession, federally-recognized Indian tribe, city, CO~ty,
town, village, municipal corporation or similar political orgmiz.ation or subpart
thereof,
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the facility’s marnmogmphy equipment is owned by, rented by, or leased to a federal

department, state, distric~ territory, possession, federally-recognized Indian tribe,
city, county, town, village, municipal corporation or similar politicaI organization or

subpart thereof, and a fderai department, state, district territory, possession,
federally-recognized Indian tribe, city, county, town, village, municipal corporation or
simiku- political organization or subpart thereof has the ultimate authority to make
day-to-day decisions concerning the management and operation of the mammography
facility.

or

A facility qualifies as a government entity if at least 50% of the mammography
screening examinations provided during the preceding 12 months were tided under
the Breast and Cervical Cancer Mortality Prevention Act of 1990,42 U.S.C, 300k et
seq.

v. ATJTHo~Ty

The FDA is vested with authority under section 354(r) of the Public Health Services Act
(the PHS Act) (42 U.S.C. 262 et seq.) to assess and collect fees from mammography
facilities to cover the costs of annual inspections required by the MQSA. Under 354(q)
of the PHS Act FDA may approve a state to perform some of the agency’s certification
fictions. Ile MQSA amended Title HI of the PHS Act by adding a new section 354 (42
I.J.S.C. 263b) to require uniform national quality standards for mammography facilities.

The State of Iowa is authorized by State statute, Iowa Code Chapter 136.15

VI. NAME AND ADDRESSES OF PARTICIPATING AGENCIES:

A. FDA:

Office of Health and Industry Programs
1350 Piccard Drive
Rockville, MD 20850

B. State of Iowa:

Department of public Health
Bureau of Radiological Heahh
Lucas State OffIce Building
321 E. 12fhStreet
Des Moines, IA 50319-0075
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LIAISON OFFICERS:

A. For FDA:

Lireka P. Joseph, Dr. P.H.
Director
OffIce of Health and Industry Programs
Center for Devices and Radiological Health
Food and Drug Administration

B. For State of Iowa

Donald A. F1ater
Chief
BUEAUof Radiological Health

Iowa Department of Public Health

PERIOD OF AGREEMENT:

After acceptance by both parties, this MOU will be become effective on or after July 1,
1998 and continue until the completion of the demonstration projector upon termination
in writing by either party with a 30day prior notice (such notice shall be sent to the
addresses listed in Section V). This MOU may be modified by mutual written consent at
any time. The effective date will be specified in the letter formally approving the State of
Iowa as a participant in the demonstration project.

CONCURRENCE:
FDA: State of Iowa:

~-?& J ‘\// w> J%lM(2.#2di’1%dqa~-. } (Signat~e hn~d qq (Signature and date)
Lireka P. Josep@, Dr..P. ~: Donald A. Flater
Director

.-...--’- ., Chief
OffIce of Health and Industry Programs Bureau of Radiological Health
Center for Devices and Radiological Health Iowa Department of Public Health
Foocl and Drug Administration

Director /

Iowa Department of Public Health


